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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  162 

IPH-FRL  1744-1;  OPP  250011B] 

Pesticide  Registration,  Reregistration, 
and  Classification  Procedure; 
Clarification  of  Policy  Issues  on 
Special  Packaging 

agency:  Environmental  Protection 

Agency  (EPA). 

action:  Rule  related  notice. 

summary:  This  interpretation  of  the 
child-resistant  packaging  regulation  (40 
CFR  162.16)  provides  clarification  on 
several  aspects  of  the  regulation.  This 
interpretation  became  necessary 
because  the  pesticide  industry  had 
raised  a  number  of  questions  which  the 
agency  feels  can  best  be  resolved  by 
this  publication.  It  is  intended  that 
through  these  clarifications  the  affected 
pesticide  registrants  will  be  in  a  better 
position  to  comply  with  the  regulation 
by  March  9, 1981,  when  it  becomes 
effective. 

FOR  FURTHER  INFORMATION  CONTACT: 

Rosalind  L.  Gross.  Registration  Division 
(TS-767C),  Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  Rm. 
307,  CM#2, 1921  Jefferson  Davis 
Highway,  Arlington,  VA  22202,  (703- 
557-718i). 

SUPPLEMENTARY  INFORMATION:  On 

March  9, 1979,  the  Environmental 
Protection  Agency  (EPA)  issued  final 
regulations  which  require  certain  toxic 
pesticides  to  be  in  special,  i.e.,  child- 
resistant,,  packaging  after  March  9, 1981. 
The  regulations  are  now  contained  in  40 
CFR  162.16.  Because  so  many  registrants 
have  had  questions  about  the 
implementation  of  these  regulations, 
EPA  has  decided  to  publish  this  Notice, 
to  answer  those  questions  and  to  clarify 
the  regulations  in  areas  where  they 
might  be  unclear.  These  clarifications 
can  be  used  immediately  in  order  to 
amend  registrations  with  respect  to 
child-resistant  packaging.  Where  EPA 
proposes  to  amend  the  regulations, 
those  amendments  will  of  course 
become  effective  after  full  notice  and 
comment  rulemaking. 

A.  Eye  and  Skin  Irriation  Criteria 

Many  questions  were  received 
concerning  the  conduct  and 
interpretation  of  eye  and  skin  irritation 
studies.  As  indicated  in  the  preamble  to 
the  final  regulations  (44  FR  13021), 
testing  for  a  pesticide’s  eye  and  skin 
irritation  effects  should  be  done  in 
accordance  with  the  National  Academy 


of  Science/National  Research  Council 
Publication  1138  protocols. 

B.  “Inherently  Child-Resistant”  Products 

A  number  of  registrants  have 
questioned  whether  their  products  need 
to  be  tested  for  child-resistant 
effectiveness,  contending  that  they  are 
“inherently”  child-resistant.  These 
products  fall  into  two  main  categories: 

(1)  those  where  it  is  claimed  that  the 
package  is  intrinsically  unopenable  by 
children,  and  therefore  “inherently” 
child-resistant,  and  (2)  those  where  it  is 
admitted  that  the  product  is  toxic  and 
accessible  to  children,  but  where  it  is 
contended  that  it  would  not  be  possible 
for  a  child  to  consume  or  be  exposed  to 
a  sufficiently  large  amount  of  the  toxic 
pesticide  to  cause  him  harm. 

It  is  the  agency’s  position  that  neither 
of  these  classes  of  products  is 
“inherently  child-resistant.”  In  the  first 
case,  where  product  design  is  the  basis 
for  the  “inherently  child-resistant  ’’ 
claim,  it  will  be  necessary  for  that 
package  to  be  tested,  like  all  other 
pesticide  packages,  in  accordance  with 
the  Consumer  Product  Safety 
Commission  protocols,  as  discussed  in 
the  regulations  and  clarified  below.  In 
the  second  case,  it  is  open  to  the 
registrant  to  attempt  to  show  that  its 
product  falls  within  the  exemption 
category  of  40  CFR  162.16(c)(3),  on  the 
ground  that  despite  the  pesticide’s 
meeting  of  one  or  more  of  the  toxicity 
criteria,  it  is  not  hazardous  to  man.  The 
registrant  must  show  that  a  child  could 
not  be. exposed  to  a  toxic  or  harmful 
amount  of  the  pesticide.  The  fact  that  a 
pesticide  has  not  been  implicated  in  a 
large  number  of  accidents  involving 
children  is  not  in  itself  sufficient 
grounds  for  exemption.  Product  specific 
test  data  and  an  appropriate  scientific 
rationale  must  be  submitted  in  support 
of  an  exemption  request. 

C.  Distinction  Between  “Exempt  From 
Special  Packaging”  and  “Not  Being 
Subject  to  Special  Packaging” 

Many  registrants  are  requesting 
exemptions  for  products,  when  in 
actuality  they  are  asking  if  their  product 
is  subject  to  the  regulation.  An  exempt 
is  only  appropriate  for  a  product  which 
is  subject  to  the  regulation. 

A' product  whose  label  does  not  allow 
for  residential  use,  is  classified  for 
restricted  use,  or  does  not  meet  the 
toxicity  criteria,  is  generally  not  subject 
to  the  special  packaging  regulations.  A 
product  “allows  for  residential  use"  if  its 
label  either  directly  recommends 
residential  use  or  reasonably  can  be 
interpreted  to  permit  residential  use. 

Determining  the  potential  for 
residential  use  from  the  label  directions 


may  be  difficult.  Many  ornamental 
plants  and  garden  vegetables,  for 
example,  are  grown  by  the  individual 
homeowner  and,  therefore,  a  label 
which  lists  them  can  be  interpreted  as 
permitting  residential  use.  Residential 
use  thus  may  not  be  automatically 
excluded  for  a  relatively  large  number  of 
products.  In  fact,  the  same  formulation 
may  be  used,  for  example,  by  the 
commercial  vegetable  grower  as  well  as 
the  home  gardener  raising  the  same 
crop.  The  registrant  of  a  product  is  best 
aware  of  the  actual  use  area/user  group 
of  the  pesticide.  The  registrant  is 
therefore  in  a  position  to  either  choose 
proper  labeling  (see  I  below)  for  those 
products  not  intended  to  be  used  by  the 
homeowner  or  to  choose  child-resistant 
packaging  for  those  products  used  and 
stored  in  residential  areas.  For  those 
products  which  will  not  enter  the 
residential  area  even  by  use  of  a 
serviceperson  (see  I  below)  the  agency 
will  continue  to  follow  its  customary 
distinction  between  pesticides  products 
entering  the  home  market  and  those 
which  are  intended  for  commercial 
production  of  food  crops  and 
ornamental  plants.  This  distinction  has 
over  the  years  been  accomplished  by  a 
number  of  means,  for  example,  use 
directions  and  size  limitations.  On  a 
case-by-case  basis,  and  in  case  of 
uncertainties,  the  agency  has  also 
allowed  or  requested  label  language 
such  as  “for  agricultural  use  only”  or 
“not  for  use  in  or  around  the  home.” 

The  regulations  provide  for 
exemptions  under  two  circumstances: 

(1)  technical  infeasibility  or  (2)  where  a 
product’s  meeting  of  the  toxicity  criteria 
is  not  indicative  of  a  genuine  hazard  to 
man. 

Technically  feasible  means  that  the 
technology  exists  to  produce  special 
packaging  for  a  particular  pesticide.  The 
agency  is  not  required  to  find  either  that 
the  packing  is  readily  available  or  that  it 
will  lend  itself  conveniently  to  the 
existing  packages  or  packaging 
equipment  of  the  registrant.  EPA 
considers  practicability  and 
appropriateness  to  be  components  of 
technical  feasibility.  In  EPA's  view, 
packaging  is  practicable  if  it  is 
susceptible  to  modern  mass  production 
and  assembly  line  techniques  and 
appropriate  if  it  is  chemically 
compatible  with  the  pesticide  contained 
in  the  package.1 


This  definition  is  consistent  with  that  of  the 
Consumer  Product  Safety  Commission  (CPSC), 
published  in  the  Federal  Register  of  February  16. 
1972  (37  FR  3427). 
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D.  “Dormant”  Pesticide  Registrations 

A  pesticide  whose  registration  is 
“dormant"  is  one  which  is  validly 
registered  with  EPA  but  is  not  currently 
in  production.  Obviously,  the  registrant 
of  a  "dormant"  product  subject  to  the 
child-resistant  packaging  regulations 
must  comply  with  those  regulations 
when  it  either  begins  or  renews 
production  after  March  9, 1981. 

E.  Voluntary  Child-Resistant  Packaging 

A  number  of  registrants  whose 
products  are  not  required  to  be  in- child- 
resistant  packaging  have  asked  whether 
they  may  nonetheless  use  it.  The  anwer 
is  yes.  However,  once  a  registrant 
chooses  to  use  child-resistant  packaging, 
the  registrant  must  comply  in  all 
respects  with  the  child-resistant 
packaging  regulations.  It  would  be 
misleading  to  the  public  to  have  two 
types  of  child-resistant  packaging — 
voluntary  and  compulsory — which  were 
not  of  equal  safety  or  effectiveness. 

F.  Product  Toxicity  and  Child-Resistant 
Packaging 

A  pesticide  product’s  toxicity  places  it 
in  one  of  three  categories  in  regard  to 
child-resistant  packaging.  These  are: 

1.  Those  products  which  clearly  meet 
or  exceed  the  toxicity  criteria  in  40  CFR 
162.16(c)(2).  These  products  must  be  in 
child-resistant  packaging  unless  the 
registrant  can  demonstrate  grounds  for 
an  exemption  under  40  CFR  162.16(c)(3). 

2.  Those  products  for  which  the 
existing  toxicity  data  are  not  precise 
enough  to  indicate  whether  the  product 
meets  or  exceeds  the  toxicity  criteria  of 
40  CFR  162.16(c)(2).  The  registrants  of 
these  products  may  either  do  further 
testing  to  determine  the  precise  toxicity 
of  their  products,  or  they  may  concede 
that  their  products  are  sufficiently  toxic 
to  be  in  child-resistant  packaging,  and 
comply  with  the  child-resistant 
packaging  regulations.  This  second 
situation  does  not  constitute  voluntary 
child-resistant  packaging.  There  are 
three  notable  situations  where  this  may 
occur: 

(i)  For  purposes  of  precautionary 
labeling  the  agency  may  have 
considered  oral  toxicity  data  sufficient 
to  show  that  the  product  was  in  toxicity 
category  III  (LDS0  of  from  500  through 
5,000  mg/kg),  but  not  specific  enough  to 
determine  whether  the  product  has  an 
LD50  of  1.5  g/kg  or  less. 

(ii)  Eye  irritation  studies  may  have 
been  submitted  which  showed  corneal 
effects  past  day  7,  and  the  study  may 
have  been  terminated  without 
determining  whether  the  effects  were 
reversible  in  21  days.  Such  a  study  was 
sufficient  for  purposes  of  precautionary 


labeling  (category  I)  but  is  no  longer 
adequate  to  determine  whether  or  not 
child-resistant  packaging  (CRP)  is 
needed. 

(iii)  The  third  situation  applies  to  skin 
irritation  studies  using  an  exposure 
period  of  24  hours.  These  studies  would 
not  necessarily  allow  a  conclusion  as  to 
whether  the  criteria  for  CRP  have  been 
exceeded. 

3.  Those  products  which  clearly  do 
not  meet  the  toxicity  criteria  in  40  CFR 
162.16(c)(2).  These  products  are  not 
required  to  be  in  child-resistant 
packaging,  although  a  registrant  may 
choose  to  use  child-resistant  packaging 
voluntarily,  in  accordance  with  E  above. 

G.  Released  for  Shipment 

The  phrase  “released  for  shipment”  is 
defined  as  follows:  “A  product  is 
released  for  shipment  by  a  producing 
establishment  when  it  is  the  intent  of  the 
producer  to  introduce  the  product  into 
commerce.”  Products  at  the  distributor 
and  retail  levels  are  considered  to  have 
been  previously  released  for  shipment 
by  the  producing  establishment. 

H.  Testing  Procedure  for  Child-Resistant 
Packaging  Which  Requires  a  Tool  for 
Opening 

As  the  regulations  indicate,  the 
protocol  testing  procedures  of  the 
Consumer  Product  Safety  Commission 
(CPSC)  16  CFR  1700.20)  are  to  be 
followed  in  testing  the  child-resistant 
packaging  of  pesticides.  The  CPSC 
policy  for  testing  child-resistant 
packaging  which  requires  a  tool  to  open 
the  packaging,  published  in  the  Federal 
Register  of  October  13, 1972  (37  FR 
21632),  will  also  be  followed.  The  test 
policy  is  that:  ' 

1.  children  need  not  be  given  the  tool 
during  the  test  unless  the  tool  and 
product  are  marketed  together,  and 

2.  adults  will  be  given  the  tool  for 
testing. 

I.  Limited  Exception  for  Products  Sold 
to,  and  Used  by,  Servicepersons 

EPA  has  determined,  based  on 
comments  submitted  by  various  industry 
groups,  that  pesticides  which  are  used  in 
residential  areas  by  janitors, 
professional  pest  control  applicators, 
exterminators,  swimming  pool 
operators,  lawncare  and  landscaping 
personnel,  and  other  similar  people  need 
not  be  in  child-resistant  packaging.  This 
is  because  the  storage  and  usage 
patterns  generally  employed  by  these 
people  are  such  that  a  significant  hazard 
to  young  children  is  not  apparent. 

Therefore,  EPA  plans  to  propose  to 
amend  the  present  child-resistant 
packaging  regulations  to  provide  that 
pesticides  applied  and  used  by 


servicepersons,  as  defined  below,  will 
not  be  within  the  scope  of  the 
regulations.  EPA’s  proposed 
amendments  to  the  regulations  will  be 
published  shortly,  and  will  be  subject  to 
public  comment.  In  the  meantime,  EPA 
will  exercise  its  prosecutional  discretion 
not  to  enforce  the  child-resistant 
packaging  regulations  against  those 
manufacturers  who  comply  with  those 
restrictive  measures  enumerated  below. 

EPA  now  plans  to  propose 
amendments  which  are  substantially  as 
follows: 

1.  Serviceperson.  As  used  in  the  child- 
resistant  packaging  regulations,  a 
serviceperson  is  defined  as  one  who 
provides  a  service  of  controlling  pests 
without  delivering  any  unapplied 
pesticide  to  any  person  so  served.  The 
term  “serviceperson”  includes,  but  is  not 
limited  to.  a  janitor,  pest  control 
operator,  maintenance  person,  lawncare 
and  landscaping  personnel. 
“Serviceperson”  does  not  include  a 
household  servant,  such  as  maid, 
housekeeper,  or  private  gardener. 

2.  A  pesticide  which  meets  the  criteria 
for  child-resistant  packaging  and  is 
distributed  only  to  servicepersons  may 
be  marketed- without  child-resistant 
packaging  if  the  registrant  labels  its 
product  (either  by  conventional  or 
sticker  label),  “Only  for  Sale  to,  Use, 
and  Storage  by  Servicepersons."  This 
statement  must  be  in  type  at  least  as 
large  as  the  child  hazard  warning 
statement.  Sale  or  other  distribution  of  a 
pesticide  labeled  in  this  way  to  a  person 
other  than  a  serviceperson  will  violate 
FIFRA  section  12(a)(2)(F),  once  the 
restriction  is  imposed  by  regulation.  Use 
of  a  pesticide  labeled  in  this  way  by 
anyone  other  than  a  serviceperson  will 
be  a  violation  of  FIFRA  section 
12(a)(2)(G). 

J.  Testing  Each  Size  of  a  Design 

The  regulations  provide  that, 
“Standards  for  special  packaging  shall 
be  evaluated  for  each  size  of  a  design 
used  pursuant  to  the  Consumer  Product 
Safety  Commission  protocols  specified 
in  16  CFR  1700.20  *  *  *”  40  CFR 
162.16(d)(3).  In  explaining  the  necessity 
for  testing  each  size  of  a  design,  the 
Preamble  to  the  final  regulations  stated 
that: 

Tests  do  not  have  to  be  run  on  each 
pesticide  product,  only  on  each  special 
packaging  design  *  *  *.  However,  in 
§  162.16(d)(3)  a  requirement  has  been  added 
to  test  each  size  of  a  closure  design  used.  In 
discussions  with  the  Consumer  Product 
Safety  Commission,  EPA  was  advised  that 
changing  the  size  of  a  design  often  reduces 
the  child-resistant  effectiveness.  Requiring 
each  closure  size  to  be  tested  will  eliminate 
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the  possibility  of  an  ineffective  package  being 
marketed  (44  FR  13020). 

EPA  recognizes  that  this  preamble 
language  is  somewhat  ambiguous, 
because  it  refers  both  to  the  testing  of 
the  entire  special  packaging  design  and 
to  the  testing  of  the  closure  size  alone. 
While  it  was  the  intent  of  the  drafters  of 
the  regulations  to  require  that  the  entire 
special  package  be  tested  for  its  child- 
resistant  effectiveness, 2  the  preamble 
language  apparently  prompted  some 
registrants  to  test  only  the  closure  size 
which  they  intended  to  use  on  their 
pesticide  product. 

In  view  of  the  closeness  of  the  March 
9, 1981,  deadline  for  compliance  with  the 
special  packaging  regulations.  EPA  is 
now  prepared  to  resolve  this  possible 
ambiguity  by  permitting  pesticide 
registrants  to  certify  that  their  pesticides 
packages  are  in  compliance  with  the 
regulations  based  solely  on  the  testing 
of  each  closure  size.  EPA  w'ill  then 
propose  amended  regulations,  to  be 
open  for  public  comment,  which  will 
make  it  clear  that  the  phrase  “each  size 
of  a  design”  means  the  entire  package. 
The  entire  package  will  be  defined  to 
consist  of  the  following  elements: 
belonging  to  a  specific  ASTM  (American 
Society  for  Testing  and  Materials) 
classification  of  packages;  being  made 
by  a  particular  packaging  manufacturer; 
having  a  specific  trade  name;  being  a 
specific  model/style  number;  having  a 
particular  shape;  having  a  particular  size 
(volume  capacity)  container/package; 
having  a  particular  size  closure  (if 
applicable);  having  a  specific  liner  (if 
applicable);  and  having  the  container/ 
closure  or  package  being  constructed  of 
a  particular  material. 

EPA  recognizes  that  the  time  and 
expense  necessary  to  test  each  specific 
package  of  each  product  requiring 
registration  would  be  considerable. 
Accordingly,  to  lessen  the  impact  which 
would  occur  if  such  testing  were 
required,  EPA  will  offer  manufacturers 
an  alternative  method  by  which  the 
packaging  of  products  can  be  certified.3 
It  is  believed  that  this  scheme  provides 
a  reasonable  degree  of  assurance  that  a 
package  not  tested  will  still  meet  the 
effectiveness  specifications  for  special 
packaging. 


2  As  early  as  the  1977  proposed  regulations,  EPA 
stated  that.  “[U]nder  this  regulation  it  is  intended 
that  the  entire  package  be  tested.  Containers  which, 
for  example,  use  safety  closures  which  are  not 
compatible  with  the  container  body  are  not 
acceptable"  (42  FR  55235). 

2  However,  should  a  pesticide  package  be  tested 
and  found  not  to  comply  with  the  child-resistant 
effectiveness  standards  of  16  CFR  1700.20,  it  will  not 
be  a  defense  that  the  similar  product  on  which  the 
registrant  relied  did  meet  those  standards. 
Ultimately,  each  special  package  must  be  evaluated 
on  its  own  merits. 


EPA’s  proposal  is  set  forth  below,  in 
the  hope  that  some  manufacturers  will 
voluntarily  comply  with  it  before  it 
becomes  effective. 

Proposed  Testing  Scheme 

If  a  registrant  uses  a  package  other 
than  the  exact  package  system  for  which 
the  protocol  test  data  are  available,  EPA 
will  accept  certification  if  the  package 
used  meets  the  following  criteria: 

(1)  Package  shape:  The  package  for 
which  protocol  data  are  available  must 
be  a  conventional  shape,  e.g., 
cylindrical,  rectangular,  square,  and  the 
package  for  which  certification  is 
sought,  even  if  different  from  the  shape 
of  the  package  tested,  must  also  be 
conventional  in  shape.  If  an  “F”  style 
metal  can  or  a  conical  metal  can  are 
involved,  the  shape  used  must  be  the 
same  as  the  shape  tested.  All 
nonconventional  package  shapes,  e.g., 
hourglass  configuration,  triangular 
packages,  must  be  tested  individually. 

(2)  Container/package  material:  The 
material  of  the  package/container  for 
which  certification  is  sought  must  be 
generically  equivalent  and  have  the 
same  physical/chemical  properties  (e.g., 
bursting  strength,  tear  strength,  etc.)  as 
the  material  of  the  package  for  which 
protocol  data  are  available.  Different 
materials  include  polypropylene,  low 
density  polyethylene  (LDPE),  high 
density  polyethylene  (HDPE),  glass,  tin 
plate  (steel),  aluminum,  etc.  If  data  are 
available  for  a  glass  package  and  an 
LDPE  package  is  used,  it  must  be  tested. 

(3)  Volume  of  the  package:  For 
certification  on  the  basis  of  data 
involving  a  package  other  than  the  exact 
one  used  by  the  registrant,  the  protocol 
test  data  must  demonstrate  that  the 
package  tested  has  a  child-resistant 
effectiveness  of  88  percent  of  more  after 
demonstration.  The  size  of  the  package 
used  must  fall  within  the  limits  set  forth 
below.  The  88  percent  figure  was 
chosen,  based  on  statistical  analysis,  to 
ensure  that  a  package  similar  but  not 
identical  to  the  one  tested  would  meet 
the  80  percent  and  85  percent 
effectiveness  testing  requirements  of  the 
CPSC  protocols.  See  16  CFR  1700.20.  If  a 
registrant  wants  to  certify  that  its 
package  is  child-resistant  on  the  basis  of 
testing  the  package  actually  used,  a 
minimum  of  80  percent  child-resistant 
effectiveness  after  a  demonstration  is 
proper. 

1.  To  use  test  data  from  a  package 
which  contains  0  to  8  fl.  oz.,4  the 


*  Volumes  measured  in  cubic  inches  can  be 
converted  to  fluid  ounces  using  the  rule  that  1  fl. 
oz.=1.8  cu.  in.  Numbers  should  be  rounded  to  the 
next  highest  whole  number. 


registrant’s  package  must  be  the  exact 
size  of  the  package  tested. 

2.  To  use  test  data  from  a  package 
which  contains  8-64  fl.  oz.,4  the 
registrant’s  package  can  be  equal  to  or 
as  much  as  twice  the  size  of  the  package 
test.  For  example,  if  an  8  fl.  oz.  package 
has  been  tested,  its  data  (assuming  that 
all  other  factors  were  equal)  could  be 
used  for  a  package  from  8  to  16  fl.  oz. 

3.  To  use  data  from  a  package  which 
is  larger  than  64  fl.  oz.,4  the  registrant’s 
package  can  be  equal  to  or  as  much  as 
1.5  times  the  volume  of  the  package 
tested. 

4.  Closure/package:  The  closure/ 
package  used  must  be  the  same  ASTM 
classification,  the  same  model/style,  the 
same  model/style  number, 
manufacturer,  and  trade  name  as  the 
package  tested. 

5.  Closure  size:  For  certification  on  the 
basis  of  data  involving  a  closure  other 
than  the  exact  one  used  by  the 
registrant,  the  protocol  test  data  must 
demonstrate  that  the  closure  tested  has 
a  child-resistant  effectiveness  of  88 
percent  or  more  after  demonstration 
(see  (3)  above).  The  size  of  the  closure 
used  must  fall  within  the  limits  set  forth 
below: 

a.  To  use  data  from  a  closure  with  a 
diameter  less  than  20  mm  or  greater 
than  45  mm,  the  registrant’s  closure 
must  be  the  exact  size  of  the  closure 
tested. 

b.  If  the  registrant  wishes  to  rely  on 
data  from  one  other  closure,  which  is 
between  20  and  45  mm  in  diameter, 
inclusive,  he  may  do  so,  provided  that 
the  diameter  of  the  registrant’s  closure  is 
in  the  size  range  between  20  and  45  mm 
inclusive  and  is  between  1  and  1.15 
times  that  of  the  closure  tested. 
(Numbers  should  be  rounded  to  the  next 
highest  whole  number).  For  example,  a 
registrant  with  a  28  mm  closure  could 
rely  on  test  data  for  a  24  mm  closure. 

c.  If  the  registrant  wishes  to  rely  on 
test  data  for  two  closures,  which  are 
between  20  and  45  mm  in  diameter, 
inclusive,  and  within  10  mm  of  each 
other,  he  may  rely  on  that  data  for  any 
closure  which  falls  between  the  two 
tested.  For  example,  if  a  24  mm  and  a  33 
mm  closure  of  the  same  design  were 
tested,  the  registrant  could  certify  to  the 
child-resistant  effectiveness  of  its 
similar  closures  w'hich  were  26,  28,  and 
30  mm  in  diameter. 

6.  Closure  material:  The  material  of 
the  closure  used  must  be  generically 
equivalent  and  have  the  same  physical/ 
chemical  properties,  i.e.,  bursting 
strength,  tear  strength,  etc.,  as  the 
closure  material  for  which  protocol  data 
are  available. 
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7.  Liners:  The  materials  of  the 
registrant’s  liner  and  the  liner  on  whose 
test  data  the  registrant  wishes  to  rely 
must  be  identical.  This  is  because,  in  the 
experience  of  the  Consumer  Product 
Safety  Commission,  the  closure  liner  is 
an  integral  part  of  the  child-resistant 
package,  and  changing  the  liner  may 
impair  or  eliminate  the  child-resistant 
effectiveness  of  a  closure  or  packaging 
design.5  In  the  situation  where  test  data 
exist  for  a  closure-liner  system  that 
differs  from  the  closure-liner  system 
used  only  in  terms  of  closure  diameter 
{>20  mm  and  <45  mm)  certification  is 
permissible  if: 

a.  closure  diameter  used  is  greater 
than  the  diameter  tested  but  is  w'ithin 
the  permissible  range  (size  used  is  equal 
to  or  greater  than  the  size  tested  and 
equal  to  or  less  than  1.15  times  the  size 
tested),  then  the  closure  to  be  used  need 
not  be  tested  if  scientific  data  exist  to 
demonstrate  that  the  mechanical 
properties  of  the  closure-liner  system 
used  are  comparable  to  that  tested.  An 
example  is  if  a  24  mm  closure  with  a 
PVC  liner  is  tested,  then  its  data  may  be 
used  for  certification  of  a  28  mm  version 
of  the  same  closure  with  a  PVC  liner, 
provided  there  is  scientific  evidence  that 
the  28  mm  closure-liner  system  has 
mechanical  properties  similar  to  the  24 
mm  closure-liner  system  or 

b.  test  data  exist  for  two  closure  sizes 
with  a  difference  equal  to  or  less  than  10 
mm,  the  liner  used  in  the  two  closure 
sizes  for  which  data  exist  must  be  the 
same  as  the  liner  in  the  size  used,  then 
the  closure  to  be  used  need  not  be 
tested.  An  example  would  be  the  test 
data  for  a  24  mm  and  33  mm  closure, 
both  with  a  vinyl  pulp  backed  liner. 
These  data  can  be  used  for  the 
certification  of  a  28  mm  closure  with  a 
vinyl  pulp  backed  liner. 

The  agency  acknowledges  that  only  a 
limited  amount  of  data  are  available  on 
large  size  packages.  Consequently, 
exceptions  will  be  considered  in  those 
cases  where  a  registrant  has  submitted 
appropriate  scientific  and  technical 
data. 

K.  Label  Language 

The  particular  wording  of  the  label 
giving  directions  for  child-resistant 
packaging  opening  and  closing 
instructions  is  at  the  discretion  of  the 
registrant,  so  long  as  it  clearly  explains 
to  the  adult  user  how  to  use  the 
package. 


5  This  is  why  even  an  apparently  minor 
modification  in  the  liner,  such  as  adding  an  insert 
for  promotional  purposes,  may  require  retesting  to 
ensure  that  the  child-resistant  effectiveness  of  the 
closure  or  package  has  not  been  impaired. 


L.  Certification  of  Child-Resistant 
Effectiveness 

According  to  40  CFR  162.16(e),  the 
amendments  for  child-resistant 
packaging  shall  include  a  certification 
by  the  registrant  that  the  package  meets 
the  standards  of  §  162.15(d). 

The  registrant  is  furthermore  required 
to  maintain  records  concerning  the 
package  (§  162.16(f))  which  include  a 
complete  copy  of  the  data  resulting  from 
the  tests  conducted  in  accordance  with 
§  162.16(d).  As  indicated  under  J,  above, 
the  agency  realizes  that  it  was  not  made 
entirely  clear  whether  certification  as  to 
the  child-resistant  effectiveness  of  a 
particular  package  should  be  based  on 
protocol  tests  carried  out  on  the  entire 
package  or  merely  the  closure. 

Therefore,  by  March  9, 1981,  the  agency 
is  allowing  two  types  of  certifications, 
both  of  which  will  equally  serve  to 
comply  with  the  regulation.  After  the 
agency  has  formally  proposed  and 
published  a  final  regulation  concerning 
the  testing  of  package  designs  (see  J, 
above)  certain  packages  may  have  to  be 
retested  and  recertified. 

(a)  Certification  of  effectiveness 
based  on  testing  scheme  listed  under  J 
above.  If  the  protocol  test  data  in  the 
registrant’s  files  show  that  either  the 
exact  package  or  a  package  meeting  the 
criteria  enumerated  under  J,  above,  has 
been  tested,  the  registrant  shall  certify 
that  the  package  meets  the  effectiveness 
criteria  for  child-resistance.  The 
certification  statement  must  include  the 
registration  number  of  the  product,  the 
registered  product  name,  the  registrant’s 
name  and  address,  date,  the  name,  title, 
and  signature  of  the  company  official. 
The  certification,  which  should  be 
submitted  in  triplicate,  should  include  at 
a  minimum  the  following  statement: 

I  hereby  certify  that  the  special  packaging 
for  this  product  and  all  applicable 
supplementally  registered  distributor 
products  have  been  tested  and  found  to  meet 
the  requirements  of  40  CFR  162.16(d), 
Standards  of  Special  Packaging. 

I  understand  that  I  am  required  to  retain 
the  records  described  in  40  CFR  162.16(f)(1), 
(2),  and  (3)  for  as  long  as  the  registration  is 
valid.  These  records  shall  be  available  upon 
request,  for  inspection  or  copying  purposes  or 
for  submission  to  EPA.  Furthermore,  I  certify 
that  should  the  special  packaging  for  this 
product  be  changed,  I  will  update  this 
certification  statement. 

Additionally,  if  the  product  is  sold  in 
several  sizes  of  packages  all  the  sizes 
which  this  certification  applies  must  be 
listed. 

(,b)  Certification  of  effectiveness 
based  on  testing  the  package  closure 
only.  If  the  protocol  test  data  in  the 
registrant’s  files  show  that  the  closure 
used  has  been  tested  for  effectiveness 


but  it  was  actually  tested  on  a  container 
(package)  other  than  the.  one  used  or 
outside  the  limitations  of.the  scheme 
listed  under  J,  above,  he  shall  certify  the 
effectiveness  on  the  basis  of  the  exact 
size  closure.  The  certification  statement, 
which  should  be  submitted  in  triplicate, 
shall  include  the  information  listed 
under  (a)  above  and  shall  include  at  a 
minimum  the  following  statement: 

I  hereby  certify  that  the  exact  closure  used 
on  the  package  of  this  product  and  all 
applicable  supplementally  registered 
distributor  products  have  been  tested  and 
found  to  meet  the  requirements  of  40  CFR 
162.16(d),  Standards  for  Special  Packaging. 

I  understand  that  I  am  required  to  retain 
the  records  described  in  40  CFR  162.16(f)(1), 
(2),  and  (3)  for  as  long  as  the  registration  is 
valid.  These  records  shall  be  available  upon 
request,  for  inspection  and  copying  purposes 
or  for  submission  to  EPA.  Furthermore,  I 
certify  that  should  the  special  packaging  for 
this  product  be  changed,  I  will  update  this 
certification  statement. 

If  a  product  is  sold  in  a  line  of  several 
size  packages,  some  of  these  packages 
may  be  certifiable  under  method  (a)  and 
some  under  (b).  In  this  case  two 
certification  statements  are  required, 
one  for  those  packages  meeting  the 
specifications  of  (a)  and  one  for  those 
which  meet  the  specifications  of  (b). 

(c)  Information  concerning  the 
package/closure  used.  The  child- 
resistant  packaging  regulation  does  not 
require  the  registrant  to  submit 
information  concerning  the  type  and 
make  of  child-resistant  packaging  used, 
although  this  information  is  part  of  those 
records  which  must  be  kept,  and  which 
must  be  available  for  inspection  and 
submission  upon  request  by  EPA.  The 
agency  at  this  time,  however,  requests 
the  cooperation  of  registrants  to  supply 
this  information  voluntarily  as  an 
addendum  to  the  certification  statement. 
This  request  is  made  for  purposes  of 
gathering  information  on  the  variety  of 
packages  and/or  closures  which  have 
undergone  extensive  testing  to  allow 
certification  by  (a)  above,  for  example. 
The  agency  feels  that  this  information 
will  be  extremely  helpful  in  providing 
data  which  may  permit  it  to  propose  a 
more  liberal  testing  scheme  than  the  one 
listed  under  J.  The  information 
requested  is  as  follows:  Product  sizes; 
name  of  special  packaging 
manufacturer;  name  of  special 
packaging  and  model/style;  (ASTM 
classification);  closure  sizes,  and  liners 
used. 

M.  Amended  Product  Registrations  for 
Child-Resistant  Packaging  (CRP) 

There  are  basically  three  types  of 
amended  registration  applications  that 
may  be  submitted  in  conjunction  with 
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the  Special  Packaging  Regulations.  An 
amendment  may  be  filed  to  indicate  the 
use  of  special  packaging  and  to  submit 
the  associated  certification  statement; 
an  amendment  may  be  filed  to  revise 
labeling  to  remove  a  package  from  the 
scope  of  the  special  packaging 
regulations;  or  an  amendment  may  be 
filed  to  change  the  product  formulation 
or  submit  new  toxicity  data  to  remove  a 
pesticide  from  the  scope  of  the  special 
packaging  regulations.  The  registrant 
must  indicate  the  use  of  special 
packaging  on  Form  8570-11  and  must 
designate  CR  Package  in  Box  6  under 
“type  of  amendment.” 

1.  Amendments  for  child-resistant 
packaging  certification:  The  registrant 
must  submit  the  required  certification 
statement  [original  and  two  copies) 
along  with  the  amended  application.  If 
child-resistant  packaging  instructions 
for  opening  and  resecuring  such 
packaging  appear  on  the  product  label 
or  on  an  accompanying  circular,  then 
the  label  or  circular  must  be  submitted. 
If  the  instructions  are  on  the  container 
or  closure,  only  a  copy  of  the 
instructions  should  be  submitted. 

2.  Labeling  amendments:  Registrants 
must  file  an  amended  application  to 
revise  their  labeling  to  indicate  specific 
nonresidential  use  areas,  or  restricted 
use,  i.e.,  the  elected  restriction  of 
purchase,  storage,  and  use  only  by  a 
serviceperson;  see  section  I.  Registrants 
who  wish  to  amend  their  registrations  to 
have  different  labels  for  the  same 
product  may  do  so.  The  same  product 
may  be  packaged  in  child-resistant 
packaging  and  non-child-resistant 
packaging  in  accordance  with  sections 
A  through  L  of  this  Notice.  The  revised 
labeling  must  be  submitted  to  and 
reviewed  by  EPA  to  determine  if  it 
complies  with  the  special  packaging 
regulations.  If  sticker  labels  are  used  on 
an  interim  basis  the  sticker  must  be 
submitted  with  the  amendment. 

3.  Revisions  to  registrations  to  submit 
new  toxicity  data  and/or  to  change 
formulations:  A  product  may  be  less 
toxic  than  is  currently  indicated  by  its 
registration  and  precautionary  labeling. 
Some  registrants  may  subject  their 
product  to  additional  testing  to 
determine  its  precise  toxicity,  or  they 
may  reformulate  their  products  so  that 
they  do  not  meet  the  toxicity  criteria 
under  40  CFR  162.16(c)(2)  (see  F.  2 
above).  If  a  product  is  reformulated  an 
application  for  amended  or  new 
registration  must  be  filed  as  for  any 
other  formulation  change.  If  the 
registrant’s  retesting  indicates  that  the 
product  is  more  toxic  than  previously 
indicated,  the  registrant  must  submit 
these  new  test  data  to  EPA,  pursuant  to 


FIFRA  section  6(a)(2).  If  this  toxicity 
testing  also  indicates  that  the 
registrant’s  product  should  be  placed  in 
a  new  (either  higher  or  lower)  toxicity 
category  for  labeling  pruposes  under  40 
CFR  162.10(h)(1),  the  registrant  must  file 
an  application  for  amended  registration. 
If  the  new  toxicity  testing  indicates  that 
the  registrant’s  product  is  less  toxic  than 
previously  known,  so  that  child-resistant 
packaging  is  not  required  but  does  not 
require  that  the  product  be  placed  into  a 
different  category,  the  registrant  is  not 
required  to  bring  this  information  to 
EPA’s  attention.  However,  it  would  be 
helpful  for  him  to  do  so,  in  order  to 
avoid  unnecessary  enforcement  actions 
in  regard  to  the  child-resistant 
packaging  regulations. 

N.  Child-Resistant  Packaging 
Certification  for  Registration  of  a  New 
Pesticide  Product  Which  Meets  the 
Criteria 

1.  Forms.  An  applicant  for  the 
registration  of  a  new  pesticide  product 
must  indicate  the  use  of  special 
packaging  on  Form  8570-01  but  a  sample 
of  the  packaging  need  not  be  submitted. 
The  applicant  must  submit  the  required 
certification  statement  (original  and  two 
copies). 

2.  When  certification  is  required. 
Applicants  may  initiate  registration 
procedures  for  new  products  before  they 
obtain  the  child-resistant  packaging 
data  for  certification.  However,  the 
child-resistant  effectiveness  certification 
must  be  submitted  before  any  new 
product  registration  is  issued  after 
March  9, 1981. 

3.  Labeling.  Instructions  for  opening 
and  resecuring  child-resistant  packaging 
may  appear  on  either  the  product  label, 
accompanying  labeling  or  circular,  the 
container  itself,  or  the  closure. 
Instructions  for  special  packaging  on  the 
label  or  circular  will  normally  be 
submitted,  as  labeling  is  required  for  a 
new  registration.  If  such  instructions 
appear  on  the  container  or  closure,  then 
a  copy  of  the  instructions  should  be 
submitted.  The  container  or  closure 
should  not  be  submitted. 

O.  Requesting  Exemptions 

The  Special  Packaging  Regulations 
allow  for  exemption  from  child-resistant 
packaging  of  those  products  which  meet 
the  criteria  for  required  special 
packaging  only  on  the  basis  of  technical 
jnfeasibility  or  on  the  basis  that  the 
hazards  indicated  by  the  toxicity  criteria 
are  not  indicative  of  hazard  to  man. 

An  examption  should  be  mailed  or 
delivered  to  Ms.  D.  Jean  Jenkins,  Special 
Packaging  Coordinator,  Registration 
Division  (TS-767),  Office  of  Pesticide 
Programs,  Environmental  Protection 


Agency,  Rm.  E-317,  401  M  St.  SW., 
Washington,  D.C.  20460,  (202-755-8930). 

The  regulation  states  that  in  order  for 
an  exemption  to  be  granted  it  must  be 
based  on  sufficient  data  which 
accompany  the  request,  to  support  the 
decision.  Additionally,  it  provides  that 
any  such  decision  shall  be  published  in 
the  Federal  Register  and  shall  be 
applicable  to  any  product  with  identical 
or  substantially  similar  composition  and 
intended  uses. 

Initially,  the  procedures  and  data 
necessary  to  consider  an  exemption 
request  will  be  determined  on  an 
individual  basis.  However,  this 
document  recommends  certain 
procedures  and  data  to  help  the  agency 
in  its  consideration  of  requests  for 
exemption.  The  agency  requests  but 
does  not  require  that  an  exemption: 

1.  Be  written  in  the  English  language. 

2.  Contain  the  name,  address,  and 
telephone  number  of  the  registrant. 

3.  Contain  the  Pesticide  Registration 
Number  and  name  of  the  Pesticide 
Product  Manager. 

4.  Contain  an  explicit  request  for 
exemption  from  special  packaging 
requirements. 

5.  Identify  the  particular  product  for 
which  the  exemption  is  sought. 

6.  Describe  the  package  size  of  the 
product  for  which  the  exemption  is 
sought. 

7.  Be  typewritten. 

8.  Be  accompanied  by  at  least  two 
copies  of  the  request. 

9.  Explain  the  reason  for  the 
exemption  based  on  one  or  more  of  the 
following  grounds: 

a.  If  the  justification  is  based  on  the 
hazard  indicated  by  the  toxicity  criteria 
in  40  CFR  162.16(c)(2)  not  being 
indicative  of  the  risk  to  man,  the 
justification  shall  state  how  the  lack  of 
human  exposure,  certain 
pharmocological  mechanisms,  or  other 
human  experience  evidence  6  for  the 
product  clearly  support  granting  of  the 
exemption. 

b.  If  the  exemption  is  requested 
because  special  packaging  is  not 
technologically  feasible  (which  includes 
compatible,  practicable,  or  appropriate 
for  the  product),  the  justification  shall 
explain  why. 

c.  Where  the  exemption  request  is 
based  upon  an  allegation  that  special 
packaging  is  incompatible  with  the 
particular  product  or  would  seriously 
and  adversely  compromise  the  utility  or 
stability  of  a  product,  the  registrant  shall 


'Human  experience  data,  indicating  the  lack  of 
accidents,  are  considered  helpful  but  not  primary 
evidence  for  an  exemption. 
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submit  adequate  evidence  to  support  the 
allegation. 

d.  If  the  allegation  of  incompatibility 
is  based  upon  the  fact  that  the  shelf-life 
of  the  product  limits  package  choice,  the 
exemption  shall  outline  the  particular 
limitation  and  shall  include  a  time 
schedule  for  the  registrant  to  reestablish 
shelf-life  data. 

Granting  exemptions:  Where  the 
agency  determines  that  reasonable 
grounds  for  an  exemption  are  presented, 
the  agency  shall  publish  that  decision  in 
the  Federal  Register,  and  it  shall  be 
applicable  to  any  product  with  identical 
or  substantially  similar  composition  and 
intended  uses. 

“Reasonable  grounds”  for  granting  an 
exemption  are  information  and  data 
sufficient  to  support  the  conclusion  that: 

(a)  The  hazard  indicated  by  the 
toxicity  criteria  in  40  CFR  162.16(c)(2) 
are  not  indicative  of  the  risk  to  man. 

(b)  Special  packaging  is  not 
technically  feasible,  which  includes 
compatible,  practicable,  or  appropriate 
for  the  product. 

Denying  exemptions:  Where  the 
agency  determines  that  reasonable 
grounds  for  an  exemption  are  not 
presented,  the  exemption  shall  be 
denied,  and  the  registrant  notified  in 
writing  of  the  denial,  including  a  brief 
statement  of  the  reasons  therefor. 

Effect  of  filing  an  exemption:  The 
filing  of  an  exemption  shall  not  have  the 
effect  of  staying  the  regulation  from 
which  the  exemption  is  sought. 
Therefore,  products  subject  to  special 
packaging  shall  be  considered  to  be  in 
violation  of  the  law  unless  packaged  in 
special  packaging  during  the  agency’s 
consideration  of  the  exemption  request 
after  March  9, 1981.P. 

Data  Compensation 

In  accordance  with  the  data 
compensation  regulations  contained  in 
40  CFR  162.9-1,  and  particularly 
paragraph  (b)(17)  thereof,  all 
amendments  to  registration  which  are 
made  solely  to  achieve  compliance  with 
the  special  packaging  regulations  and 
which  do  not  require  EPA  to  review 
scientific  data  before  deciding  whether 
to  permit  the  amended  registration,  will 
not  be  subject  to  the  data  compensation 
provisions  of  FIFRA  sections  3(c)(1)(D) 
and  3(c)(2)(B). 

(Sec.  25(c)(3)  as  amended  (Pub.  L.  92-516,  86 
Stat.  983;  Pub.  L.  94-140,  89  Stat.  755;  Pub.  L. 
95-396, 92  Stat.  819;  7  U.S.C.  136  et  seq.)) 

Dated:  January  26, 1981. 

Edwin  L.  Johnson, 

Deputy  Assistant  Administrator  for  Pesticide 
Programs. 
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